a2 United States Patent

Schram et al.

US009511019B2

US 9,511,019 B2
Dec. 6, 2016

(10) Patent No.:
45) Date of Patent:

(54) PHARMACEUTICAL COMPOSITIONS FOR
TREATING IBD

(75) Inventors: Hans Schram, Marolles En Brie (FR);
Michael Ikechukwu Ugwoke,
Amstelveen (NL); Laura Buttafoco,
Utrecht (NL)

(73) Assignees: NORDIC PHARMA, Paris (FR);
DISPHAR INTERNATIONAL BV,
Hengelo (NL)

(*) Notice: Subject to any disclaimer, the term of this

patent is extended or adjusted under 35
U.S.C. 154(b) by 0 days.

(21) Appl. No.:  13/391,825

(22) PCT Filed:  Aug. 25, 2010

(86) PCT No.:

§ 371 (e)(D),
(2), (4) Date:

PCT/IB2010/053812

Feb. 23, 2012

(87) PCT Pub. No.: WO02011/024122
PCT Pub. Date: Mar. 3, 2011

(65) Prior Publication Data
US 2012/0149667 Al Jun. 14, 2012

(30) Foreign Application Priority Data

Aug. 26, 2009 (BP) oo, 09290645

(51) Int. CL
AGIK 31/573
AGIK 9/00
AGIK 31/60

(52) US.CL
CPC ... AGIK 9/0031 (2013.01); A6IK 31/573
(2013.01); A6IK 31/60 (2013.01); A6IK
9/0095 (2013.01)

(2006.01)
(2006.01)
(2006.01)

(58) Field of Classification Search
CPC .. A61K 9/0031; A61K 9/0095; A61K 31/573;
A61K 31/60
See application file for complete search history.

(56) References Cited
U.S. PATENT DOCUMENTS

5,811,388 A *
2006/0127484 Al*

9/1998 Friend et al. ................ 424/474
6/2006 Speirs et al. ..........c..... 424/489

FOREIGN PATENT DOCUMENTS

DE 19849737 5/2000

OTHER PUBLICATIONS

English Translation of DE 19849737, 2000.*

Declerck D et al: “Pneumopathie Interstitielle Diffuse Iatrogene
Liee AU S5-Aminosalycilate” Revue Des Maladies Respiratoires,
Paris, FR. vol. 11, Jan. 1, 1994, p. 292/293, XP000901433; ISSN:
0761-8425; abstract p. 292, paragraph 2—col. 2.

Gionchetti P et al: “P155-Efficacy of enemas containing combina-
tion of mesalazine and methyl-prednisolone in active distal refrac-
tory ulcerative colitis” Journal of Chron’S and Colitis; vol. 3, No.
1; Feb. 1, 2009, p. S72, XP025961565; ISSN: 1873-9946 [retrieved
on Feb. 1, 2009].

Gionchetti P et al: “S1052 Efficacy of Enemas Containing Combi-
nation of Mesalazine and Methyl-Prednisolone in Active Distal
Refractory Ulcerative Colitis” Gastroenterology, Elsevier, Philadel-
phia, PA, vol. 136, No. 5, May 1, 2009, pp. A-178, XP026111349;
ISSN: 0016-5085.

J.M. Rhodes, R. Robinson, I. Beales, S. Pugh, R. Dickinson, M.
Dronfield, C.J. Speirs, P. Wilkinson & S.P. Wilkinson: “Clinical
trial: oral prednisolone metasulfobenzoate (Predocol) vs. oral
prednisolone for active ulcerative colitis” Alimentary Pharmacol-
ogy & Therapeutics, vol. 27, Feb. 1, 2008, pp. 228-240,
SP002564374.

W. Luman, R.S. Grayt, R. Pendek & K. R. Palmer: “Prednisolone
metasulphobenzoate foam retention enemas suppress the
hypothalarno-pituitary-adrenal axis” Alimenttary Pharmacology &
Therapeutics, vol. 8, Apr. 1, 1994, pp. 255-258, SP002564457.

* cited by examiner

Primary Examiner — Wu-Cheng Winston Shen
Assistant Examiner — Christopher R Stone

(74) Attorney, Agent, or Firm — Jerold 1. Schneider;
Schneider Rothman Intellectual Property Law Group,
PLLC

(57) ABSTRACT

A stable and/or synergistic pharmaceutical composition
including: a) predinisolone metasulfobenzoate (PMSB) or
its acceptable salts, preferably prednisolone metasulfoben-
zoate sodium and b) 5-ASA, derivatives or pharmaceutically
acceptable salts thereof, which is suitable for rectal admin-
istration.
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